iff %. United States Bvtent and Trademark Office 



U.NITKl) STATUS DKl'AMTMKNT OF COMMKKt'E 
Unktfd State* I'utciit »nd TrudemurL Office 

AJdi esj L'l.iMMlHSK.iNKK OF PATENTS AND Tl£AUl'-MAKKS 



4 






Washington, 1) C 

WWW USJ.UO KtlV 




[ APPLICATION NO. 


FILING DATE 


FIRST NAMED INVENTOR 


ATTORNEY DOCKET NO. 


CONFIRMATION NO. 



09/444,459 



1 1/22/1999 



Bruce M. Cameron SR. 



72874.01 13 



8685 



31625 7590 04/08/2003 

BAKER BOTTS L L P. 

PATENT DEPARTMENT 

98 SAN JACINTO BLVD., SUITE 1500 

AUSTIN, TX 78701-4039 



LEARY, LOUISE N 



ART UNIT 



paper number 



DATE MAILED: 04/08/2003 




Please find below and/or attached an Office communication concerning this application or proceeding. 



PTO-90C (Rev. 07-01) 



Office Action Summary 



Application No. 

09/444,459 



Examiner 

Louise N. Leary 



Applicant(s) 

CAMERON ET AL. 



Art Unit 

1654 



-- The MAILING DATE of this communication appears on the cover sheet with the correspondence address - 
Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 . 1 36{a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133) 

- Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment See 37 CFR 1.704(b). 

Status 

1 )E3 Responsive to communication(s) filed on 02 December 2002 . 
2a)IEI This action is FINAL. 2b)D This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 , 453 O.G. 213. 
Disposition of Claims 

4) |3 Claim(s) 21-25.56.60-67,69, 70,76,78 and 81-85 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) KI Claimfs) 21-25 is/are allowed. 

6) KI Claim(s) 56.60-62,67. 76 and 82-85 is/are rejected. 

7) KI Claim(s) 63-66,69,70, 78 and 81 is/are objected to. 

8) Q Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9}D The specification is objected to by the Examiner. 
10)[3 The drawing(s) filed on 02 December 2002 is/are: a)E accepted or b)D objected to by the Examiner. 
Applicant may not request that any objection to the drawing (s) be held in abeyance. See 37 CFR 1 .85(a). 

1 1 )□ The proposed drawing correction filed on is: a)D approved b)d disapproved by the Examiner. 

If approved, corrected drawings are required in reply to this Office action. 

12) D The oath or declaration is objected to by the Examiner. 
Priority under 35 U.S.C. §§ 119 and 120 

13) D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 

a)D All b)D Some * c)D None of: 

1 .□ Certified copies of the priority documents have been received. 

2. D Certified copies of the priority documents have been received in Application No. . 

3. D Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 

14) D Acknowledgment is made of a claim for domestic priority under 35 U.S.C. § 1 1 9(e) (to a provisional application). 

a) □ The translation of the foreign language provisional application has been received. 

15) D Acknowledgment is made of a claim for domestic priority under 35 U.S.C. §§ 120 and/or 121. 
Attachments) 

1) □ Notice of References Cited (PTO-892) 4) □ Interview Summary (PTO-413) Paper No(s). . 

2) □ Notice of Draftsperson's Patent Drawing Review (PTO-948) 5} □ Notice of Informal Patent Application {PTO-1 52) 

3) D Information Disclosure Statement(s) (PTO-1 449) Paper No(s) . 6) □ Other: 
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1 . Claims 21-25, 56, 60-67, 69-70, 76, 78 and 81-85 are pending in this application. 

Claims 1-20, 26-55, 57-59, 68, 71-75, 77, 79-80 have been canceled per applicant's request. 

2. The drawings filed December 2, 2002 are accepted by the examiner. 

3. The rejection of claim 70 under 35 USC 112, second paragraph has been withdrawn in view 
of the amendment filed December 2, 2002. 

4. The examiner has carefully considered applicant's arguments presented in the amendment 
filed December 2, 2002. However, applicant's arguments were not persuasive and the rejection 
of claims 56, 60-62, 67, and 76 under 35 USC 102(b) as anticipated by or, in the alternative, 
under 35 USC 103(a) as obvious over Cook (US 3,928,594) has been maintained for reasons of 
record. Newly added claims 82-85 have also been rejected under 35 USC 102(b) as anticipated 
by or, in the alternative, under 35 USC 103(a) as obvious over Cook (US 3,928,594), 

5. Applicant's arguments filed December 2, 2002 have been fully considered but they are not 
persuasive. 

At page 10 of the amendment filed December 2, 2002, applicants have argued "One 
skilled in the art at the time the present application was filed and at the time Cook was filed 
would not assume that "observing" a patient involves evaluation of pain intensity, especially in a 
disease such as multiple sclerosis where many symptoms are indicative of the disease state." It 
is noted, however, that Cook discloses a method for diagnosing the intensity of pain in a patient 
comprising determining the amount of cholinesterase in a biological sample from the patient. 
See this entire document. Also regarding applicant's statements at page 1 1 of the amendment, 
"In light of the above remarks and Applicant's previous arguments, Applicants assert that Cook 
fails to disclose or suggest any objective measurements of biological marker for pain/', the 
examiner respectfully disagrees. It is noted that Cook discloses methods for treating the 
symptoms and signs associated with demylinating processes or other conditions in man 
characterized by defective neural transmission with an acetylcholine-cholinesterase imbalance 
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due to relative decrease in cholinesterase activity. Cook especially describes multiple sclerosis 
as an example of a demylinating disease. Note the Abstract and column 2, lines 34-66. Cook 
also discloses methods for administering pharmaceutical compositions to alleviate pain 
associated with cholinesterase imbalance(s) in patients with pathological central nervous system 
(i.e., brain and spine) or spinal cord conditions. Note column 5, lines 2-29 and column 6, lines 1- 
28. Further, the examiner disagrees with applicant's assertion that one skilled in this art before 
this invention was made would not have been able to objectively evaluate pain in a patient with 
multiple sclerosis or other representative neurological disorders within the scope of the Cook et 
al reference. Therefore, for the reasons stated above the rejection of the claims has been 
maintained. 

6. Claims 63-66, 69-70, 78 and 81 are objected to as being dependent upon a rejected base 
claim, but would be allowable if rewritten in independent form including all of the limitations of 
the base claim and any intervening claims. 

7. Claims 2 1 -25 are allowable over the prior art of record. 

8. Applicant's amendment necessitated the new ground(s) of rejection presented in this Office 
action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP § 706.07(a). Applicant is 
reminded of the extension of time policy as set forth in 37 CFR 1 . 1 36(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
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the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1 .136(a) will be calculated from the mailing date of the advisory action. In no event, 
however, will the statutory period for reply expire later than SIX MONTHS from the date of this 
final action. 

9. Any inquiry concerning this communication or earlier communications from the examiner 
should be directed to Louise N. Leary whose telephone number is (703) 308-3533. The 
examiner can normally be reached on Monday to Friday from 10 to 6:30 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Brenda Brumback, can be reached on (703) 306-3220. The fax phone number for 
the organization where this application or proceeding is assigned is (703)308-4556. 

Any inquiry of a general nature or relating to the status of this application or proceeding 

should be directed to the receptionist whose telephone number is (703)308-1235. 

For 24 hour access to patent application information, 7 days a week, or for filing patent 
applications electronically, please visit our website at www.usp to.gov and click on the button 
"Patent Electronic Business Center" for more information. 
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